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(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[52 FR 30097, Aug. 12, 1987, as amended at 59
FR 63008, Dec. 7, 1994]

§ 872.3530 Mechanical denture cleaner.

(a) Identification. A mechanical den-
ture cleaner is a device, usually AC-
powered, that consists of a container
for mechanically agitating a denture
cleansing solution. The device is in-
tended to clean a denture by submer-
sion in the agitating cleansing solution
in the container.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[55 FR 48439, Nov. 20, 1990, as amended at 59
FR 63008, Dec. 7, 1994]

§ 872.3540 OTC denture cushion or
pad.

(a) Identification. An OTC denture
cushion or pad is a prefabricated or
noncustom made disposable device that
is intended to improve the fit of a loose
or uncomfortable denture, and may be
available for purchase over-the-
counter.

(b) Classification. (1) Class I if the de-
vice is made of wax-impregnated cot-
ton cloth that the patient applies to
the base or inner surface of a denture
before inserting the denture into the
mouth. The device is intended to be
discarded following 1 day’s use. The
class I device is exempt from the pre-
market notification procedures in sub-
part E of part 807 of this chapter sub-
ject to § 872.9.

(2) Class II if the OTC denture cush-
ion or pad is made of a material other
than wax-impregnated cotton cloth or
if the intended use of the device differs
from that described in paragraph (b)(1)
of this section. The special controls for
this device are FDA’s:

(i) ‘‘Use of International Standard
ISO 10993 ‘Biological Evaluation of
Medical—Devices Part I: Evaluation
and Testing,’ ’’ and

(ii) ‘‘OTC Denture Reliners, Repair
Kits, and Partially Fabricated Denture
Kits.’’

[52 FR 30097, Aug. 12, 1987, as amended at 65
FR 2315, 2000; 65 FR 17144, Mar. 31, 2000]

§ 872.3560 OTC denture reliner.
(a) Identification. An OTC denture

reliner is a device consisting of a mate-
rial such as plastic resin that is in-
tended to be applied as a permanent
coating or lining on the base or tissue-
contacting surface of a denture. The
device is intended to replace a worn
denture lining and may be available for
purchase over the counter.

(b) Classification. Class II. The special
controls for this device are FDA’s:

(1) ‘‘Use of International Standard
ISO 10993 ‘Biological Evaluation of
Medical Devices—Part I: Evaluation
and Testing,’ ’’ and

(2) ‘‘OTC Denture Reliners, Repair
Kits, and Partially Fabricated Denture
Kits.’’

[52 FR 30097, Aug. 12, 1987, as amended at 61
FR 50707, Sept. 27, 1996; 65 FR 17144, Mar. 31,
2000]

§ 872.3570 OTC denture repair kit.
(a) Identification. An OTC denture re-

pair kit is a device consisting of a ma-
terial, such as a resin monomer system
of powder and liquid glues, that is in-
tended to be applied permanently to a
denture to mend cracks or breaks. The
device may be available for purchase
over-the counter.

(b) Classification. Class II. The special
controls for this device are FDA’s:

(1) ‘‘Use of International Standard
ISO 10993 ‘Biological Evaluation of
Medical Devices—Part I: Evaluation
and Testing,’ ’’ and

(2) ‘‘OTC Denture Reliners, Repair
Kits, and Partially Fabricated Denture
Kits.’’

[52 FR 30097, Aug. 12, 1987, as amended at 65
FR 17144, Mar. 31, 2000]

§ 872.3580 Preformed gold denture
tooth.

(a) Identification. A preformed gold
denture tooth is a device composed of
austenitic alloys or alloys containing
75 percent or greater gold and metals of
the platinum group intended for use as
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a tooth or a portion of a tooth in a
fixed or removable partial denture.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[52 FR 30097, Aug. 12, 1987, as amended at 59
FR 63008, Dec. 7, 1994]

§ 872.3590 Preformed plastic denture
tooth.

(a) Identification. A preformed plastic
denture tooth is a prefabricated device,
composed of materials such as methyl
methacrylate, that is intended for use
as a tooth in a denture.

(b) Classification. Class II.

§ 872.3600 Partially fabricated denture
kit.

(a) Identification. A partially fab-
ricated denture kit is a device com-
posed of connected preformed teeth
that is intended for use in construction
of a denture. A denture base is con-
structed using the patient’s mouth as a
mold, by partially polymerizing the
resin denture base materials while the
materials are in contact with the oral
tissues. After the denture base is con-
structed, the connected preformed
teeth are chemically bonded to the
base.

(b) Classification. Class II. The special
controls for this device are FDA’s:

(1) ‘‘Use of International Standard
ISO 10993 ‘Biological Evaluation of
Medical Devices—Part I: Evaluation
and Testing,’ ’’ and

(2) ‘‘OTC Denture Reliners, Repair
Kits, and Partially Fabricated Denture
Kits.’’

[52 FR 30097, Aug. 12, 1987, as amended at 65
FR 17144, Mar. 31, 2000]

§ 872.3640 Endosseous implant.
(a) Identification. An endosseous im-

plant is a device made of a material
such as titanium intended to be sur-
gically placed in the bone of the upper
or lower jaw arches to provide support
for prosthetic devices, such as artifi-
cial teeth, and to restore the patient’s
chewing function.

(b) Classification. Class III.
(c) Date PMA or notice of completion of

a PDP is required. No effective date has
been established of the requirement for
premarket approval. See § 872.3.

§ 872.3645 Subperiosteal implant mate-
rial.

(a) Identification. Subperiosteal im-
plant material is a device composed of
titanium or cobalt chrome molyb-
denum intended to construct custom
prosthetic devices which are surgically
implanted into the lower or upper jaw
between the periosteum (connective
tissue covering the bone) and sup-
porting bony structures. The device is
intended to provide support for pros-
theses, such as dentures.

(b) Classification. Class II.

§ 872.3660 Impression material.
(a) Identification. Impression material

is a device composed of materials such
as alginate or polysulfide intended to
be placed on a preformed impression
tray and used to reproduce the struc-
ture of a patient’s teeth and gums. The
device is intended to provide models
for study and for production of restora-
tive prosthetic devices, such as gold in-
lays and dentures.

(b) Classification. Class II.

§ 872.3670 Resin impression tray mate-
rial.

(a) Identification. Resin impression
tray material is a device intended for
use in a two-step dental mold fabri-
cating process. The device consists of a
resin material, such as methyl meth-
acrylate, and is used to form a custom
impression tray for use in cases in
which a preformed impression tray is
not suitable, such as the fabrication of
crowns, bridges, or full dentures. A pre-
liminary plaster or stone model of the
patient’s teeth and gums is made. The
resin impression tray material is ap-
plied to this preliminary study model
to form a custom tray. This tray is
then filled with impression material
and inserted into the patient’s mouth
to make an impression, from which a
final, more precise, model of the pa-
tient’s mouth is cast.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter. If the device is not la-
beled or otherwise represented as ster-
ile, it is exempt from the current good
manufacturing practice regulations in
part 820 of this chapter, with the excep-
tion of § 820.180, with respect to general
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